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Section 5 510(k) Summary

5 10(k) Summary

5.1 General Provisions

Submitter's Name Boston Scientific Corporation
and Address 2011 Stierlin Court

Mountain View, CA 94043-4655, U.S.A.

Contact Person Catherine A. Peters
Regulatory Affairs Specialist
Tel: (650) 623-1755
Fax: (650) 623-1610

Classification Name Embolectomy Catheter, 21 CFR 870.5150

Common or Usual Name Embolectomy Catheter

Proprietary Name Boston Scientific RioTN Aspiration Catheter

Manufacturing Facilities Boston Scientific Corporation
2011 Stierlin Court
Mountain View, CA 94043-4655, U.S.A.

5.2 Name of Predicate Device
Vascular Solutions, Inc. Pronto'm' Extraction Catheter (K032763)
Medtronic, Inc. ExpotTM Catheter (K040869 and K050139)

5.3 Device Description

The Rio Aspiration Catheter ("Rio") is a single use, dual lumen aspiration
catheter. The usable length of the catheter is 145 cm . The Rio catheter is
intended for use with a 0.014" guide wire or a FilterWire EZ protection wirc, and
can be accommodated in a 6F guide catheter with a minimum inner diameter of
0.070 inches (1.78 amm).

The primary aspiHrate u men of the Rio catheter acts as a conduit for thrombus
removal and extraction. Tihrombus enters the distal catheter tip, and is (hrawn
through the Ilumen and deposited into a proximal vactuuM source, i 20 cc syringe.

On the proximal end of the catheter is ai standard female ILIr fittine. which
attaches to the syringe via an extension line and stopcock.
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The secondary, shorter monorail lumen is a distal tUbular segment designed for
the insertion of and tracking over conventional 0.014" diameter guidewires or the
Boston Scientific FilherWire EZIM protection wire.

The Rio catheter shaft is comprised of stiffer proximal and more flexible distal
sections to facilitate flexibility and trackability of the catheter during
advancement into the vessel. The tip of the catheter is designed with a taper to
reduce trauma and facilitate aspiration. A radiopaque marker is placed 0.5 mm
from the distal tip of the device to aid in visualization under fluoroscopy.

5.4 Intended Use

The Rio Aspiration Catheter is indicated for the removal of fresh, soft thrombi
from vessels in the arterial system.

5.5 Summary of Technological Characteristics

The design of the Rio Aspiration Catheter ("Rio") is substantially equivalent to
that of the ProntoTl Extraction Catheter and ExportrTM Catheter. Like the Pronto
and Export catheters, the Rio catheter is designed for the removal of fresh, soft
thrombi from vessels of the arterial system via a dual lumen monorail catheter
system incorporating a syringe and extension line for vacuum capability. Testing
performed on the Rio Aspiration Catheter confirms that the Rio catheter will
perform as intended.

5.6 Non-Clinical Test Summary

Where appropriate, testingz conformed to the rcquircments of 2[1 CFR Part 58
[Good Laboratory Practices (GLP)]. Specifically, non-clinical tests conducted for
the Rio Aspiration Catheter showed thie device net its design-input criteria, and is
safe and effective for its intecded use.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

JAN 4 2006 Rockville MD 20850

Ms. Catherine A. Peters
Regulatory Specialist II
Boston Scientific Corporation
2011 Stierlin Court
Mountain View, CA 94043-4655

Re: K051880
Trade/Device Name: Rio Aspiration Catheter
Regulation Number: 21 CFR 870.5150
Regulation Name: Embolectomy catheter
Regulatory Class: Class II
Product Code: DXE
Dated: December 23, 2005
Received: December 27, 2005

Dear Ms. Peters:

We have reviewed your Section 510(k) premarket notification of intent to market the devicereferenced above and have determined the device is substantially equivalent (for the indicationsfor use stated in the enclosure) to legally marketed predicate devices marketed in interstatecommerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or todevices that have been reclassified in accordance with the provisions of the Federal Food, Drug,and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).You may, therefore, market the device, subject to the general controls provisions of the Act. Thegeneral controls provisions of the Act include requirements for annual registration, listing ofdevices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), itmay be subject to such additional controls. Existing major regulations affecting your device canbe found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA maypublish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not meanthat FDA has made a determination that your device complies with other requirements of the Actor any Federal statutes and regulations administered by other Federal agencies. You mustcomply with all the Act's requirements, including, but not limited to: registration and listing (21CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industry/suppor/index.html

Sincerely yours,

Brain D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Premarkel Notification 510(k):
Rio TM Aspiration Catheter

Section 3 Indications For Use

Device Name: Boston Scientific Rio T M Aspiration Catheter

510(k) Number (if known): _J.e~ [~

Indications for Use:

The Rio Aspiration Catheter is indicated for thc removal of fresh, soft thrombi from
vessels in the arterial system.

Prescription Use X OR Over-The-Counter Use
(Per 21 CFR $01 Subpart D)

(PLEASE DO NOT WRITE BELOW THiS EINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concnrrence ofCDRH, Oflice of Device Evaluation (ODE)

_ t
(Division Si.; ~ :)ft')
Division o'¢ Caraiovascular Devices
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